2023 4F 11 HkET (5 3 i)

H AAZEAERS L0 FE% 5 87119

EERMAVAEL—T+—LA

BARREFIENED 1 FEoHEE 2013 [ZHEH L THERR

2t B R = n Al

BB/ B
JOF LV vEREEE ]

Eney;=3-1

mg [NP]

J0F LY aaiEi2ng (NP

PROTIRELIN TARTRATE INJECTION

7l % | RPEESS A

BOFH o BlOH X | AGEEERNL EE-EMEOLLEICLVEMRTLL)

7aF L) AR Ing NP

L& (ImL)

AAREFES TaFL ) AlaletEKinY 1. 464mg

P (FrFL U e LT 1. 0mg)
O B LY AR 2ng TNP) 1% (ImL)
AASE T 7uF L) EABREAKFY 2. 928mg
(FeFL LT 2 0mg)
. i P 4 . 7a g L) ARARRE AR (JAN)

TE4 : Protirelin Tartrate Hydrate (JAN)

BEIRFEAAEHR H 20134 2 H 156 H (RBAEFIZLA)
FRMEEVEIEAE A B 20134 6 H 21 A (RFBAZEHICL D)
FEoeHH B T LU EAEEETE Img NP

20114 6 H 24 H

7aF L) EAEEYEE 2mg TNP) -

19974 7 H 11 H

& - BLERE (W N
g TR ) | s« = n s

[ AR i H 25 3 0 S e

=7 RSt EHELEHRE
M v & b &

O

ERERE MT R — b—
http://www. nipro. co. jp/

TEL:0120-226-898 FAX:050-3535-8939

AT Fi%2023 4 10 HSETOE IR OFRHEHICHE S UEGT L,

B OV SCEIEHRIL, PMDA 7R — LX— [EIKNICBIT A5

http://www. pmda. go. jp/safety/info-services/drugs/0001. html {Z C ZHEFR < 72X\,




I FRIAOTE & OBE  — B ARRRA2—

1. BERA U FE2—T +— MMERORHE

IR ESR G OFEARM 2 ERER & L CERAERLIFMISCE CUF, IRMNSCE LK) 2
HD, ERBYCER « SEAIRNSE O R SEF DY B 5 35 0B 72 SR O B A T2 T5
M 2821, ﬁﬁii_ﬁﬁéhthﬁ%%ﬁféﬁ_ﬁﬁﬁkﬁﬁz%ﬁ%A#%é

RS CIE, MUaZEIIZ DWW TREBEAR 3 0 = S HHE Y H T E OB IS RO E 2
LTHEREMEB L TRLL TE TS, ZOBRICKLERFERZMEEICATFT D720 DF®R Y
ARELTA VA Ea—TF+—ANHE LT,

BAFN634EIC A AR PE AR = (LLF, BRIEEIET) s/ N EBEaN EEGLA v F B
—7x—25] (LAF, 1FEWET) OMEMTWEONC T Fitd#ikleRE Lz, Tk, EF
PEFEH T W N HEE AT EENEFR=— XD A2 3% T, FRK104EIH 12 HIRERZMES
IWEESIZBWT T F sl HEOET M T,

FIZ10E20E L, EEMEROABIY FTHHREIEMZE, T Th 5 EHRBLIL O KA,
WHIT & - THE - EIRBREIIRE B LIZZ & 250 T, k2049 H (2 B i3 = R IF
FERZBWT I FRLsliZEEH2008 035K E 7,

[ FRO#EMH2008ClE, I F 2#BHADOH7-& LTI 2 50D, PDFZEEOERM
T ELTHRETDIZE (e —1F) BRAIE 2572, ZOERIZHDOET, RICEIE
BWT 1% - hRoBm) , S 25 - EEAEARNEEOLWET) REOSGETRH -
AN, BGTORWT — 2 2B ULTEFRD e — T FREtsnD Z & LiroTz,

RO e — 1T FiX, Of) EIEGERBEISRAHEEOERLEREHER A —L—T
(http://www. info. pmda. go. jp/) »H—FEL CAFA[HEL 72 o T D, HARIRPEIAIAIE T
1%, e — I F&2E#T5ERLBERIBHER—LR—UNA0Y A FTHHZ EITEEL T,
SAMBEENICHDOETe — [ FOEREMREFTT OMEMARE LT, e 1 FRRMACE
e T D EME SRS L COHEYNEE - BT a 2L s LT,

2008 L VAR DA L F B a—T 4 — LRFTS A BilfE L2 T L CE o FHE A A
fliL, BUSE¥ICL T, EA - EHMEICE>Th, DRORBWERFE L T52 L 52E
2Tz, T TAHM, 1 FRRalEEO —HHWET 21TV [ F Rl ZEaE2013 8 L TAKRT HIENE
Sy o
2. 1F&ix

I FIf AT CESOBREMEL, HAAMEOEREFHICE > THEEBICLER,
EERGLOMEEERO D OER, WHHFTOZOOER, FAF OO OER, EHRLOMHEIE
D=0 DONE®R, FENREE 7T OO HRSE ﬂ%ﬁént%Am&@%@Eﬁ%%
AL LT, ARENGIHEELRE L, RIS D72 12 Y541 3 5 D RS AR 3 ERL
OB 2R L TV D TR EpLERT Hhd,

7277 L, Sk - SRR I A b 0, USRS ORIKIE N A EDNICTHH DK
OFEAIET B S 2355EAM - Il « 3249~ & s iIF@ﬁﬁ%@ki&%&momw@zé
&, BUEAE NSRS T FIL, EHERTA S 2550 - HIWr - BREIRT 5 & &b
B2 T 20D ENIBEEEFOZ L ARIEE LTS,

[ I F o#kX]

OFBIFITAN, MEXE L, JFAIE LTIRA v A EDOTER (KEITERLS) Tii#iL, —
Bl T 5, 2L, ISTETHRE - REEZHWESGAICE, EFEETIE I
WEH>bDET D,

@1 FRedBEfEIC S =B L, FEBLA XY v V7R TER#HT 5,
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ORI LEONEEZMTET AL D I FOFEEITH > TRERFERNTH NS,

ORSERIEOWEFICET 2 b 0, RSP EORAIZ ) 2 T 5 b O R OSEAR A 1T
U O EEMEES B O25FHm « HIWT « 2T R E FHEICO W TR S 20,

©® TEHIA ¥ B a—7 +—L5aEHE 2013 (BLF, [T FRlsiEeE 2013 & 0E9)
WX OER SN2 T FIE, EFEARTORMEEZEARE L, MBS U CIHEAIR A E 735
B (PDF) 2»oHIBULTHEHET S, £ETORAKITMAETIER,

[ I F D%*1T]

O T FRo#EEAE2013]) 1%, “FRk254F10 A LIRS ARGR S frE3 i biEH & 72 5,

@ LA DEIESICOWTIE, 1 FadEmE013) 1ok A1E/K - Bt sns b
DT,
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I ISIE DYERGEN 72 S, RHTRENBDRKE LS LB o2HAICE T FREET SN
%o

3. IFOFATHE-T

[T FRodi2AE2013) 1B Wi, PDF 7 7 A MIC X DB A CTORMZEAL LT
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TSR BEDOMRE~DA VX Ea— |2 XV EAMER D PANREZRESE, 1 FORMME
EEmbLMENDS, £z, MRFSGETSNAHH EOFEESHEICETA2FHIZEALTE, I F
NUWET SND ETORIE, Yi%EHK ORISR NS DR CESCB IO LES, b
DU ESR S ERE IS EREME YV — ARSI L W RARISE R O FET 52 bic, TFO
FERIZH T > TIX, EFORM SCGE % EIE LRSI R — A — U TR 3 2,

7B, WEMASCREEOMMRO SN OREH SN TWD TEERGRE ] < TE2ETOR
FERIL) \CET ATE A SR FHEICEDL Z ENH Y, TORPEWIIT A ETRE T
b5,

4. FIHZELTOEERR

I FZ8AWNED B EBICBWTRNTZENTERWERNFERFLE L GEHLTIE
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I. BiZICEAT HIER

1. AEOERE

TuF vl AR YIE. BRI A LE SRR VE S (TRE
Thyrotropin Releasing Hormone) TohbHFuF L U L OEAMREKMMTHY . K
HTIX 1978 F T EiahTwn b,

TuF LU A EREKIY A InL 12 2.928mg (T LU & LT 2. 0mg) &4
FToev Y o EomglE, =T s -~ WARREEIREML S L THEEE L, K
FEEH 698 7 M OIEAREE 718 55 (WEFN 65 4 5 H 30 H) (ITHS & Hik K ORER k%
AXE R 2 i L1997 4 1 B ICKGR 2 IS 1997 45 7 HICiRE 2 B A L 7=,
. TuF LY CEAGREKTIYE Inl FIC 1. 464mg(FrF LY > L LT 1. Omg)
BETL VAU M E Ing i, =7 0Ty -~ WA RIEERS & U THE &AL,
A 0331016 5 (CER 174 3 A 31 ) ICEDSESHR LA OB FIELHE. M
B A EME L, 2011 42 1 HICARB 2 IS, 2010 42 6 AIClke# B L7z, 2013
2 IR, e a7 e F L) UIEARETE Ing INP] KO7 e F LY SBEARE
HEUE 2mg INP) &, 7TV RAMNDL —RANCER LIz, 0%, 201442 Az, #
IR TR TRE = 7 v S KAk LT,

* [EMA%EERLOKRBAFICHTZ > TORBLOGLICEHT 2B EHFREIZOD

TJ CFR 1T 9 A 22 A EREAERE 0922001 5) 12&5<

2. HEOBEREY - #FEHREH

O7aF LU ik, FAIRBAEALVE VA LVE Y OFERT, T EARED
DR BRI 7 L€ > (TSH : Thyroid Stimulating Hormone) K O'7'w 7 F 4%
WREOZKE L LTHWLND, M, Mok X —RMEEEHZ T O T,
A B 722 E OB O BERRBEFEEICHW LD Y,

O uF LU AEABEKMMIL, AEEEITIZOEETT e F LY ORI MES
R LTHRBWEFERICLZbOTHD Y,

ORE R IX, SERAME . < B IR T i (GR35 7 #1338 L) (2 5 Bk,
N 2 R < BEMEE AR E . B BE/NIMZS MEE 12 36 0 £ B IR o S I A M
DROLNTWND,

OFERZAENWEM &L LTIX., vra v ZEREER, K8, TERAEZES M/MOED 2 H 5
PNLZENHD (HEARP),



. BAWMICET HEB

. BRE4
(1) #1 £ 7T LY ARG Ing TNP)
TuF v CEABRER 2mg TNP)
(2) #* % : PROTIRELIN TARTRATE INJECTION

()BMODHAE:- AR THLH T F L VIBAREICHE L G &L CH#H L.
NIPRO 7> INPJ Z£F L 7=,

S

(1) #1 & (@fX) : 7T v JlEAEREKY (JAN)
(2) ¥ 4 (&%) : Protirelin Tartrate Hydrate (JAN)
(3) AT L o HOIRBRFN A Ve Ui ARV R - ~tirelin

C BEXXFTRER

HG‘Q},—NHE

: OH

' CO:H +H.0

éi] 'HmrAWK 2 E
OH

. HFRKRUHTE

55 T2 ¢ € gHypNg0, * C,Hs04 + Hy0
4y : 530. 49

CfEER (@RE)

5-0xo-L-prolyl-L-histidyl-L-prolinamide monotartrate monohydrate (IUPAC)

. BR%, Ma, KBS 58S

M4 ALYy, SaF L) CiEAEE

. CAS 283 &=

24305-27-9 (FaFF LU )



M. 58519 51EE

1.

MELFHEE

(1)

(2)

(3)

(4)

(5)

(6)

(7)

SNE - R
F 0~ B0 5 8 O i SRR PE DI R TH B,

R

AKIZE T3 <0 Fig (100) (200 mITIT<<, =4 7 —/b (95) XiFv=—

FNLT—T)IZIE E A ERIT 720,
NB R

23°C.10~93%RH CT. 3 HEMRIFLTHL I FEAEEELEILE RS 2o T,

mm (DR, #FR BER

Al K9 187°C (43 fiR)

BRIRE AR ER Y

pKa,=4.2 (JEAHE), pKa,=6.2 (imidazolium)

DEHRHE

M ER R L

Z DD E A RIEE Y

pH @ AKfh 1.0g 27K 100mL IZ¥E L7 D pH X 3.0~4.0 TH 5,

FEYelE - (a) 3 —50.0~—53.0°
(BiAicHa% L=t D 0.5g, /K, 25mL, 100mm)

Koy 4. 5%LLT (0.2g, AEMEE. EHEHE)

FRENE Sy 0 0.2%LL T (0. 5g)

2. HBHHOEBEHTICHTSRENR
B R L

3. AV DHERRBE

AR OERLSZO 170 F LU AR my ) wRiliRisic i 5,

4. BEYHDDEEE"

AAER T OEERLSESZD [7aF LU ABaREKRY ] EEBIEICE S,



V. &H|ICEAY HIEB

1. HlIf
(1) FFRORXA, SHERRUMHER
1) XA 7K M o5
)G % 7uF LY UEARRETE Ing NP
1% (1mL)
AAKR TuF LU AEABREKMY 1. 464ng
(FmF1LYr&L<T 1. 0mg)
7aF v A ERYEE 2mg TNP)
1% (ImL)
AARMKE 7eF Ll o lEaigEAKmYy  2.928mg
(ZFurF1LYr&LT 2. 0mg)
3) HMBL K UMK - 2 T B oD K ME T S TR
WEADH T AT T I
(2) BERRUVABEOpH, BEEXL, #HE, LE, TELG pHEE
pH: 5.5~6.5
RGEL (EBEEERICHT 50 /1
(3) IRANDERFDRHHRLGERIADEERVIES
YL

2. "HEDOHEK
(1) BMESD GEERD) ODEE
TuF LY AEA R Ing TNP)
1% (ImL) | BARIERY TeF LU AEamBREARMY 1. 464ng
(ZueFL UL T 1.0mg)
7uF LY EA R 2mg TNP
1% (ImL) | BARIERF TeF LU AEaBREARMY  2.928ng
(ZurFL UL T 2 0mg)
(2) &My
TuF LY EA R Ing TNP)
L (ImL) 1 D=V h— (ZEH) 50mg
HAeF MY oA (FERIEH)
WAL H U o A (FRAEAD
HiEe (pH FA%EAD)
KEE{LF ~ U T A (pH FHEEH)



TaF Ll E AR 2ng NP

1% (ImL) ' D-Y /L E h— (LEAH) 50mg
HilE (pH FHEEAI)
KEgfkF U oA (pH

i\

o HE )

T

(3) EREDRE
MM ERR L

(4) FIBBEOHEBRUBE
YL

(5) ZDih
BN

3. FHFIDORAEE
(V. IBEICETA2HE ] O HIELOHE OHEY B W,

4. BAF, LIOLBEICHT BEE
BN ANN

5. HAEADEBEFHTITETIREN
PAIBE RN
O7aF v U EARREE Ing TNP] ¥
ABRSE - 40+1°C, T5%RH
BAETRE (H T A BMEAT L)

HH KO ARERBHIEN | 2 W H# 4 H A% 6 4 A%
PR (2 VA O R) WA WA WA WA
fife TR e B WA WA WA WA
pH (5.5~6.5) 6.2 6.2 6.2 6.1~6.2
BB E WA — — WA
e T AR B WA — — WA
RIEVER Y R WA WA WA WA
100. 7~ 100. 9~
4 & (95.0~105.0%) 98.6~99. 2 | 99.3~99. 8
101.0 101.5
@7 aF vV AR E 2mg TNP) Y
ABRSM: - 40£1°C
AR (B V7 2A/BEOT 7V HhadE - 1K)
HH RO RERBRAGER | 2 0 H# 4 51 H#% 6 1 A #
PR (4 2 V5 B D) WA WA WA WA
file 5B A B WA WA WA WA

i57



pH (5.5~6.5) 6.0 6.0 6.0 6.0
=RiETE wW A wWo A wWoA WA
4 T 5 B wWo A — — WA
ARV T ) F A WA WA wWo A WA
99. 7~
G (90~110%) 99.3~99. 8 99.0~99.1 | 98.1~98.5
100. 0
(n=3)
E WA B D
ZuaF L AR 2mg TNP)
AR - B (1~30C)
&R (R . Vo7 AW EAT 70 Sl - 1K)
N ﬁit& Ay, 4 Ay, PAY,
B H K OB N 6 W A% |12 0 A% |24 A% | 36 7 Atk
B hifs IRF
PR (EAEHOWKR) | @ A wWo A WA wWo A wWo A
5.5~
pH (5.5~6.5) 61 5.6~6.0 | 5.6~6.0 | 5.7~6.0 | 5.7~6.0
VR PEBORL 7 A Bk wWo A — — — W ATy
99. 4~ 100. 6~ 98. 9~ 101. 6~ 99. 4~
it (95~105%)
102. 3 103.0 100. 4 102. 4 101.9

[n=3 (6 7 H. 12 7 A% n=2, RIEMEMRL 738k n=1) ]
H 1) 36 HHBTIHARL, 42 W A%ICHE
TuF v EAEEYEE Ing TNP)
B L R g 2 D T NEEER (40°C, AR 75%., 6 0 H) OfiRk. BHE O
MG IIE TIZB W T 3ERZE THD Z ENHER ST,
TaF vl CEAEEERE 2mg TNP]
Bl E R 2 - RIRFERER [ (1~300C). 3 FM] OfEFR, @wEo
MG IIE FIZB N T 3ERLETHD Z &R I LT,

6. BREOREM
AR L

7. EIEDEREEIL (MEILLFEHELR) ©
pH 2 B 7 Bk
7aF v A BEEE 2mg TNP)

B} AL S E TIZ ek pH £ 72 1% B
B il b ) HB B | %
60 0. lmol/L HC1 10 1.1 4.9 A7 L
’ 0. lmol/L NaOH 10 12.9 6.9 A 7e L




8. EMFMHREA
&ML

9. HEPDHEMAS DDA E
aF L) A ERYEE Img TNP)
(D REEF N U v LRI L D BEaS
2)=rt R VAKX DEERKIEG
7uF LU AR 2ng NP
(D AARERFOEIHKMLSEZO [7FaF L) AAEARREAKY ) iR
L%,
2) AR/ G OEIRKMLAEZDO [7FaF v AEABREKY ]
L%,
B)AARER/ G OEIRKMLAEZD [T v AEABREKY )
FREE O EMESOG (3)ITHEL %,
DEeAF U UEREIIKHT LT —RKSIZ L 5,

o e BR (1) 12 ¥

el BR (2) ICHE

kiR (4) 0

G)IMAKDRL THRELNIHERT X /BickimEo=E FU UKINZ LD

10. HEDDEZES DEE:
ks v~ ~7 2 7k

1. Al
&ML

12. BAT BARMED & BN
LR L

13. IENDELGESR - BN FRLGERICEHT H1ER

Ty NEORWIRBANZRT D720, BEHOEY 2o X ) — L% IR

HZ Lk,

14, 04t
A% LR



V. ARICEY 5EA

1. MEXEFTHER

O TRERBITHE D Bk, B HEZ BR < BRI E

- SHERAME
- BB M, 2720,

A e P [ E T 3 B DAY

OFF B/ NIMZAENESE 2 3 1T 2 &) 50 O 5

2. RERUVAE

OBEMERHEZTOLE (2L, SlE, PEMELZR)

BE . RACITHEBIICIS U T, FidoH&E4 1 A 1E 10 A WM& X8 Hm 5T
5o FRIRINTES OSE 1T, AFAER. 7 B o RS X ES K 5~10mL (2

ARL T, RAICENT D,

1) BEENE : 17 aF L) U EABREKIIY E LTO0.732~2.92ng (FuF L

Yy &1L TO0.5~2mg)

2) <HLERETHMmM (2L,

OFM/PMREMRIE DL S
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